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THANH PHAN CONG THU'C: Mdi ml hén dich chira:

DANG BAO CHE: Hén dich ubng,

CHI PINH:

TO HUONG DAN SU DUNG THUOC
TPHPLUS

wNC w
TNHH
numm. MAI

“an ky triede ki n'mtg

Thémh phdn dicgce chat:
Fexofenadin hydroclorid ..o, S L o
Théanh phan ta diroe: | B
Methylparaben, propylparaben, dwdng triing, dinatri edetat, xanthan 'gﬁlrlm,r propylen glycol,
poloxamer 407, sorbitol 70%, natri saccharin, dinatri hydrophosphat, kali dihydrophosphat,
simethicon emulsion 30%, titan dioxyd, huong chanh leo, nude tinh khiét.

Mo ta: Chat long dong nhat, mau tring, mui thom, vi ngot.

Dicu tri tri¢u chimg trong viém miii di img theo mua, di Gmg dudng hd hap trén, may day

man tinh vo can nhu hét hoi s6 miii, chay nuéc mili, nude mat, nglra mat, ngira hong va
miii, phét ban, ngira, may day,

CACH DUNG & LIEU DUNG:

Liéu dimg:
Viem miii dj ieng:
Ngudi 16n va tré em tir 12 tudi trés 18n: 10 ml x 2 lan/ngay. I

CHONG CHI DINH:

CANH BAO VA THAN TRQNG KHI DUNG THUOC:

Tré em tir2 dén 1-tudi: 5 ml x 2 in/ngay.
May day man tinh vé cdn:

Ngudi 16n va tré em tir 12 tudi trér 1én: 10 ml x 2 [An/ngay.

Tré em tir 2 dén 11 tudi: 5 ml x 2 1dn/ngay.

Tré em tir 6 thang dén 2 udi: 2,5 ml x 2 lin/ngay.

Ngueoi gia va suy than:

Tré em tir 12 tudi trd 1én va ngudi 16n bi suy than, ngudi gia: Bit dau ding lidu 10 ml x 1

lan/ngay, didu chinh liéu theo chirc niing than.

Tré em tir 2 dén 11 tudi bi suy thin ding 5 ml x | lan/ngay.

Tré em tlr 6 thang t6i dudi 2 tudi ding 2,5 ml x 1 [an/ngay.

Cich duing:

Ding duong udng. Khong udng voi nuée hoa qua.

Thoi diém udng thude khéng phuy thude vao biva dn nhung khong duge ubng qua gin (trong !
vong 15 phut) v6i cac thude khéang acid chira magnesi va nhom.

Qua man vadi fexofenadin, terfenadin hodc véi bét ¢t thanh phén nao cua thude. R

Cén théan trong va didu chinh lidu thich hop khi ding thude cho ngudi ¢o chirc ndng thin suy
giam vi nong dé thude trong huyét trong ting do nira doi thai trir kéo dai. Cin thin trong
khi diing thude cho ngudi cao tudi (trén 65 tubi) thudng co suy giam sinh ly chirc ning than.
Do an toan va hidu qua ctia thude & tré em dudi 6 thang tudi chua duoc xac dinh.
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Can ngimg fexofenadin it nhat 24 - 48 gi¢ trude khi tien hanh cac thir nghiém khang nguyén

tiém trong da.
Duing fexofenadin lam bénh vay nén ning lén.,
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DUGC MY PHAM )

Thude nay c¢6 chira sorbitol. Bénh nhén bi 16i loan khéng
khong nén dung thudc nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON
Phu nit c6 thai:
Do chua ¢6 nghién ctru diy du trén nguoi mang thai, nén chi ding fexofenadin cho phu nir
mang thai khi lgi ich cho me vuot trdi nguy co déi véi thai nhi.
Phu nir cho con bu:
Khong 15 thube cé bai tiét qua siva hay khoéng du réng chua thiy tac dung khong mong
mubn & tré so sinh khi ba me cho con bu ding fexofenadin, vi vily cin than trong khi dang
fexofenadin cho phu nir dang cho con bu.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Tuy fexofenadin it gdy budn ngt, nhung vn cn than trong khi lai xe hoiic diéu khién may
mac doi hadi phai tinh tdo.
TUONG TAC, TUONG KY CUA THUOC:
Twong tac cia thube:
Erythromyein va ketoconazol lam ting ndng do fexofenadin trong huyét twong nhung khong
{ 1am thay déi khoang QT.
Néng dé fexofenadin cd thé bi ting do erythromyein, ketoconazol, verapamil, céc chét trc

ché p-glycoprotein.
Khong dung dong thoi fexofenadin véi cac thube khang acid chira nhom, magnesi vi s& lam
giam hép thu fexofenadin.
Fexofenadin ¢6 thé lam ting nbéng do cdn, cac chit an thin hé TKTW, cdc chét khéng
cholinergic.
Fexofenadin co thé lam giam néng do céc chit ¢e ché acetylcholinesterase (& TKTW),
betahistin.
Fexofenedin c6 thé bj giam néng d§ boi cac chit e ché acetylcholinesterase (¢ TKTW),
amphetamin, cac chit khang acid, nuéc ép qua budi, rifampin.
Twong ky ciia thude:
Nude hoa quéa (cam, budi, tao) co thé lam giam sinh kha dung cua fexofenadin 16i 36%.
Tranh ding fexofenadin véi con ethylic (rugu) vi lam tang nguy co an than (ngi).

TAC DUNG KHONG MONG MUON CUA THUOC:
Trong c4c nghién ctru 1Am sang c6 kiém soét, ti 1& gap tac dung khong mong mudn & nhom

ngudi bénh dung fexofenadin tuong tu nhoém dung placebo. Céc tic dung khéng mong
muédn cua thude khéng bi anh hudng béi lidu ding, tudi, gii va ching tde cia bénh nhan,
Thirong gap, ADR > 1/100

Thén kinh: Budn ngi, mét moi, dau dau, mét ngn, chong mat,

Tiéu hod: Budn ndn, khé tiéu.

Khac: D& bi nhiém virus (cam, ctim), dau bung trong ki kinh nguyét, d& bi nhiém khuén hd
hép trén, ngira hong, ho, sOt, viém tai gilra, viém xoang, dau lung,
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It gip, 1/1 000 < ADR <1/100

Thén kinh: Sg héi, réi loan gidc ngi, 4c mong.

Tiéu hoa: Kho mi¢ng, dau byung, .~
CONG TY

Hiém gdip, ADR < 1/1 000 N5 TNHM
[ THUONG MQ|
UGG MY PHAN

Da: Ban, may day, ngra.
Phén tmg qud man: Phit mach, tire nguc, khé thd, dé bimg, chodng
Hudng dan céch xir trf ADR: NS /
ADR ciia thude thuong nhe, chi 2,2% ngudi bénh phai ngimg thude doADR G thube.

Thong bio ngay cho bdc st hofic dwge si nhitng phan wwng co hgi gip phdi khi siv dung
thube.

QUA LIEU VA CACH XU TRi:
Théng tin vé& ddc tinh cip cua fexofenadin con han ché. Tuy nhién, budn ngy, chong miit,

kho miéng da duge béo cdo.
Cdch xir tri: St dung céc bién phép thong thuemg dé loai bo phéan thube con chua duoc hip
thu & é)ng tidu hod. Diéu trj hd trg va diéu tj wiéu chimg.
Thém phan mau lam giam ndng dé thude trong méu khéng dang ké (1,7%). Khong ¢ thude
giai doc dac hi¢u.

PAC TINH DUQC LUC HOC:
Nhém duge Iy: Thude khang histamin thé hé 2, dbi khang thu thé Hj.
M& ATC: RO6AX26
Fexofenadin 13 thubc khang histamin thé hé hai, c¢6 téc dung d6i khéng dic hidu va chon loc
trén thu thé Hy ngoai vi. Thude 1a mét chit chuyén hoa cé hoat tinh cta terfenadin, cling

canh tranh v&1 histamin tai cac thu the M, & duong tieu hoa, mach mau va duong hoé hép,
nhung khong con doc tinh déi vai tim do khéng e ché kénh kali lién quan dén sy i cye té
bao co tim. Fexofenadin khéng c6 tic dung déng k& ddi khang acetylcholin, dbi khang

dopamin va khong c6 tac dyng tre ché thu thé alpha; hodic beta-adrenergic.
G lidu didu tri, thude khong gay ngl hay anh hudng dén than kinh trung wong. Thude ¢6 tac

dung nhanh va kéo dai do thudc géin cham vao thy thé Hy, tao thanh phirc hop bén ving va

tach ra chdm.

PAC TINH DUQC DONG HOC:

Thube hip thu tdt khi dung dudng udng va bt diu phéat huy tac dung sau khi udng 60 phut.
Nong do dinh trong mau dat duge sau 2 - 3 gid. Thirc dn giau chét béo lam giam ndng do
dinh trong huyét twong khoang 17% va kéo dai thai gian dat ndng dé dinh cia thude (dén
khoang 4 gid). Téc dung khdng histamin kéo dai hon 12 gid.

Ti 1 lién két voi protein huyét tuong cia thude 12 60 - 70%, chii yéu voi albumin va alpha)-
acid glycoprotein. Khéng 15 thudc ¢6 qua nhau thai hodic bai tiét vao sira me hay khong,
nhung khi ding terfenadin d& phat hién duoc fexofenadin 1a chét chuyén héa cia terfenadin
trong sita me. Fexofenadin khéng qua hang rao mau - ndo.

Fexofenadin rét it bj clmyén héa (khoang 5%, chu yéu ¢ niém mac rudt. Chi co khoang 0,5 -
1,5% duge chuyén héa & gan nher hé enzym cytochrom Paso thanh chét khéng 6 hoat tinh).
Khoéng 3,5% liéu fexofenadin chuyén hoa qua pha II (khong lién quan dén hé enzym
cytochrom Paso) thanh din chét methyl este. Chét chuyén héa nay chi théy & trong phén nén
¢6 thé 6 sy tham gia ctia cac vi khudn durdng rudt vao chuyén hoa nay. Nira doi thai trir cia
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fexofenadin khoang 14,4 gio, kéo dai hon (31 - 72%) & ngudi suy than Thube thai trir chu

yéu qua phén (xdp xi 80%) va nude tidu (11 - 12%) dudi dang khong:
Durge dong hoc o ngirm suy thdn: _ Q\OC(;N[: NG
Cler 41 - 80 ml/phat: 11911g dd dinh cao hon 87%, nira doi thai ty 1 i 11?}8'4”[ "/}'h 2
Cler 11 - 40 ml/phit: nong dé dinh cao hon 111%, nira doi thai tim qm(J&%JQﬁ%A

Cler < 10 ml/phit (& ngudi dang thyce hign tham phén): ndng 4§ \ﬂ]’)‘{tﬁb‘i hiy

doi thai trir dai hon 31% so voi ngudi khoe manh.

7o VA nira I

Loai bo biang tham phdn mau khdng hiéu qua. SN q

QUY CACH PONG GOI: Hop 1 lo x 30 ml, 50 ml, 60 ml, 90 ml, 120 ml,

DIEU KIEN BAO QUAN: Noi khd, nhiét do dudi 30°C, trénh 4nh séng.

HAN DUNG: 36 thang ké tir ngay san xuét. Sau khi mo néip lo thude, nén str dung trong vong 1
thang ké tir ngdy mao nép.

‘, | TIEU CHUAN CHAT LUOQNG: TCCS.

Sin xuit toi:
Céng ty C6 phin Duge phdm Céng nghé cao Abipha 1
Dia chi: Lé dat CN-2, Khu cong nghiép Phi Nghia, Xa Pha Nghia,
Huyén Chuong M#, Thanh phd Ha Néi, Viét Nam.
Website: www.abipha.com.vn

Dién thoai: 024.33520098 Fax: 024.63253888




